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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described In a printed publication In this or a foreign country or In public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 

States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the Invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed In the United States before the Invention by the 
applicant for patent, except that an International application filed under the treaty defined In section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1 , 2, 4-7, 9, 1 3, 1 5, 1 8, 1 9, 21 , 22, 27, 28, 30, 48, 49, and 52 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Kroll et al. (US 6,282,444, hereinafter 
"Kroll"). 

3. In regards to claims 1,18,21, and 48, Kroll discloses a device that comprises a 
lead body (74 and 76), a cardiac electrode capable of subcutaneous non-intrathoracic 
placement for cardiac monitoring and cardiac stimulation (col. 3, line 46 and col. 12, line 
13), one or more conductors within the lead body (col. 5, line 53), a pharmacological 
agent provided along an exterior surface of the lead body/can (col. 1 1 , line 65), and a 
driving arrangement to drive the agent from the exterior surface to subcutaneous tissue 
(col. 1 1 , line 58). Please note that, because the biocide is applied "surrounding the 
cardiac stimulation device" and the "cardiac stimulation device" comprises the housing 
and lead, Kroll's device anticipates the claim limitations. Additionally, claim 55 does not 
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require tliat tlie first and second pinarmacological agents are different drugs. Therefore, 
the "first pharmacological agent" is the portion of the biocide that surrounds the lead, 
and the "second" agent is the agent that surrounds the can. 

4. In regards to claims 2, 19, and 49, the driving arrangement comprises an 
electrode on the lead body/can (128, 130 and 138) that is adapted to provide 
electrophoresis because it provides an electric field (i.e. the electrodes "are adapted to 
provide electrophoresis", regardless of whether there is an ionic substance present). 

5. In regards to claim 4, the electrode is an electrode array (130 and 138). 

6. In regards to claim 6, the pharmacological agent provides therapeutic treatment 
systemically as well as locally (col. 1 1 , line 50), thusly including a dissection path. 

7. In regards to claim 7, the agent is provided over a plurality of arbitrarily chosen 
portions of the surface of the lead body. 

8. In regards to claim 9, the agent is provided at the "collar" electrodes (130 and 
138). 

9. In regards to claims 13, 27 and 28, the agent is provided in a coating of at least 
25% because the agent "surrounds" the device. 

10. In regards to claims 15, 30, and 52, the agent is an antibiotic (col. 11, line 65). 

11. In regards to claims 22, the lead and can produce an electric potential between 
the two (136 and 142). 
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12. Claims 1 , 2, 4-7, 1 1 , 1 6-1 9, 21 , 22, 25, 31 , 32, 48, 49, 53, and 54 are rejected 
under 35 U.S.C. 102(e) as being anticipated by Darvish et al. (US 7,190,997, 
hereinafter "Darvish"). 

13. In regards to claims 1,18, 22, and 48, Darvish discloses a device that comprises 
a lead body (104), a cardiac electrode capable of subcutaneous non-intrathoracic 
placement for cardiac monitoring and cardiac stimulation (col. 5, line 59), one or more 
conductors within the lead body (Figs. 3A-E), a pharmacological agent provided along 
an exterior surface of the lead body/can (col. 5, line 8; col. 6, line 30; col. 13, line 65, 
col. 15, line 12, and col. 16, line 23), and a driving arrangement to drive the agent from 
the exterior surface to subcutaneous tissue (col. 4, line 67). 

14. In regards to claims 2 and 21 , the driving arrangement comprises an electrode 
supported by the lead body (182). 

15. In regards to claim 4, the electrode is an electrode array (col. 14, line 32). 

16. In regards to claims 5, 19 and 49, the arrangement provides electrophoresis (col. 
6, line 56). 

1 7. In regards to claim 6, the agent provides therapy to an area localized to a 

dissection path (col. 15, line 15). 

18. In regards to claim 7, the agent is provided over a plurality of arbitrarily chosen 
portions of the surface of the lead body. 

19. In regards to claims 1 1 and 25, the lead comprises a porous region containing 
pharmacological agent (col. 15, line 56). 
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20. In regards to claims 16, 17, 31 , 32, 53, and 54, Darvish's device provides 
steroids (col. 25, line 65) and an agent that promotes hemostasis (col. 25, line 55). 



Claim Rejections - 35 USC § 103 

21 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

22. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

23. Claims 55, 58, and 64 are rejected under 35 U.S.C. 102(b) as anticipated by or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over Kroll. Kroll discloses the 
essential features of the claimed invention, including providing a first and second 
pharmacological agents (the agents are not claimed as being different, so the first agent 
is the agent that surrounds the lead and the second agent is the agent that surrounds 
the can), and providing driver circuitry separate from the pacing device (col. 12, line 18), 



Application/Control Number: 10/728,072 Page 6 

Art Unit: 3762 

inherently disclosing a "detachable coupling'. Alternatively, it is well known in the art to 
provide separate devices with detachable couplings to allow the devices to be implanted 
separately and later coupled to minimize implantation trauma. Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to provide KroH's device with a detachable coupling to provide the predictable results of 
allowing the devices to be implanted separately and later coupled to minimize 
implantation trauma. 

24. Claims 55, 56, 65, and 66 are rejected under 35 U.S.C. 102(b) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Darvish. Davrish 
discloses the essential features of the claimed invention, including providing multiple 
agents (col. 9, line 43) and providing a separate driving means (col. 12, line 40-col. 13, 
line 34). Because the means are separate, they are detachably coupled, such as the 
embodiment at col. 12, line 64. Alternatively, it is well known in the art to provide 
separate devices with detachable couplings to allow the devices to be implanted 
separately and later coupled to minimize implantation trauma. Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to provide Darvish's device with a detachable coupling to provide the predictable results 
of allowing the devices to be implanted separately and later coupled to minimize 
implantation trauma. 

25. Claims 3, 8, 10, 12, 14, 20, 23, 26, 29, 50, 51, 53, 57, and 63 are rejected under 
35 U.S.C. 103(a) as being unpatentable over Kroll (or Darvish). Kroll (or Darvish) 
discloses the essential features of the claimed invention except for a sonophoresis 
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driving meclianisnn; a pharmacological agent impregnated in a membrane coating; a 
pharmacological agent infused in a porous doped polymeric structure; or an 
analgesic/anesthetic agent. It is well known in the art to provide implantable devices 
with sonophoresis driving mechanisms to provide deeper penetration of non-ionically 
charged medications; pharmacological agents impregnated in membrane coatings to 
provide an easily manufactured device with medication delivered over a large surface 
area of the device; pharmacological agents infused in porous doped polymeric 
structures to provide slow and controlled release of a drug over a long period of time; 
and analgesic/anesthetic agents to provide a less painful recovery from implantation. 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to provide Kroll's (or Darvish's) invention with a sonophoresis 
driving mechanism to provide the predictable results of deeper penetration of non- 
ionically charged medications; a pharmacological agent impregnated in a membrane 
coating to provide the predictable results of an easily manufactured device with 
medication delivered over a large surface area of the device; a pharmacological agent 
infused in a porous doped polymeric structures to provide the predictable results of slow 
and controlled release of a drug over a long period of time; and an analgesic/anesthetic 
agent to provide the predictable results of a less painful recovery from implantation. 
26. Claims 59-62 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kroll (or Darvish). Kroll (or Darvish) discloses the claimed invention, including various 
configurations of the medication/pacing control housing(s) but does not disclose 
expressly the driver provides a phoresis power signal to the implanted device, wherein 
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the control signal is DC, AC, or AC with a DC offset. It would have been an obvious 
matter of design choice to a person of ordinary skill in the art to modify the driver as 
taught by Kroll (or Darvish) with the various control signals because applicant has not 
disclosed that AC, DC or AC with DC offset provides an advantage, is used for a 
particular purpose, or solves a stated problem. One of ordinary skill in the art, 
furthermore, would have expected Applicant's invention to perform equally well with the 
control signal as taught by Kroll (or Darvish) because both systems signal to the drug 
delivery module when medication is needed. Therefore, it would have been an obvious 
matter of design choice to modify the control signals as disclosed Kroll (or Darvish) to 
obtain the invention as specified in the claims. 



Response to Arguments 

27. Applicant's arguments filed 1/3/2008 have been fully considered but they are not 
persuasive. Applicant argued that Kroll fails to anticipate the claimed subject matter 
because Kroll is lacking a disclosure of subcutaneous, non-intrathoracic lead 
placement, and a pharmacological agent provided along as least a longitudinal portion 
of an exterior surface of the lead body. However, Kroll includes inherent disclosure of 
these features. For instance, even if Kroll did not provide the explicit disclosure of 
"transthoracic pacing," Kroll's intracardiac electrodes are capable of subcutaneous, non- 
intrathoracic placement because they are of a size and material capable of placement 
between the skin and ribs. As the rejected claims are apparatus claims, the 
"subcutaneous, non-intrathoracic" limitation does not impart any structural detail that is 
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not present in the Kroll reference. In regards to the "pharmacological agent provided 
along at least a longitudinal portion of an exterior surface of the lead body" limitation, 
Kroll discloses that a biocide "surrounding the cardiac stimulation device" can be 
provided. As indicated in the previous "Office Action," the cardiac stimulation device 
includes both the can and the lead. Even if the lead is not considered part of the 
device, the biocide is "along at least a longitudinal portion of an exterior surface of the 
lead body" over the portion of the lead that passes through the biocide that surrounds 
the can. 

28. Applicant further argued that Kroll lacks a disclosure of phoresis delivery. 
However, referring to Fig. 4 and column 8, line 66 to column 9, line 53, Kroll describes a 
phoresis method using DC current, which improves the delivery of the biocide described 
at column 1 1 , line 58 (please note vectors 136 and 142, distinct from normal pacing 
operations). It is further noted that "phoresis" is merely a suffix meaning "delivery" (see 
claims 3 and 5). As such the mere act of coating the can with biocide is arguably 
"phoresis." 

29. In regards to the Darvish reference. Applicant argued that the Darvish lead is not 
disclosed as being configured for subcutaneous, non-intrathoracic placement. 
Examiner contends that the electrodes are inherently capable of placement in this 
manner because they are of a size and material capable of placement between the skin 
and ribs. The "subcutaneous, non-intrathoracic" limitation does not impart any 
structural detail that is not present in the Darvish reference. 
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30. Applicant furtlier argued that Darvish is lacking disclosure of a pharmacological 
agent along a longitudinal portion of the lead body or can. For instance, Applicant 
argued that a pharmacological agent integral with a linear electrode does not 
necessarily anticipate a source along a longitudinal portion because the source could be 
a point or a ring. However, even if the agent is provided from a point or ring, the point 
or ring traverses some longitudinal portion because it cannot have zero width. 
Additionally, Darvish discloses that "the catheter may be drug-eluting over a portion of 
its length," (col. 16, line 23) clearly disclosing an agent "provided along at least a 
longitudinal portion." Darvish further discloses that delivery can be from the can of the 
stimulator because the can is the return electrode (col. 13, lines 64-67), and the 
electrode is drug-eluting (col. 5, lines 7-10). 



Conclusion 

31 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL KAHELIN whose telephone number is 
(571 )272-8688. The examiner can normally be reached on M-F, 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571 ) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 

/Michael Kahelin/ 
Examiner, Art Unit 3762 



